Food and Drug Administration, HHS

(e) Availability of request and receipt
forms, reports, lists, and records. Any
person required to create or maintain
request and receipt forms, reports,
lists, or other records under PDMA,
PDA, or this part shall make them
available, upon request, in a form that
permits copying or other means of du-
plication, to FDA or other Federal,
State, or local regulatory and law en-
forcement officials for review and re-
production. The records shall be made
available within 2 business days of a re-
quest.

Subpart G—Rewards

§203.70 Application for a reward.

(a) Reward for providing information
leading to the institution of a criminal
proceeding against, and conviction of, a
person for the sale, purchase, or trade of
a drug sample. A person who provides
information leading to the institution
of a criminal proceeding against, and
conviction of, a person for the sale,
purchase, or trade of a drug sample, or
the offer to sell, purchase, or trade a
drug sample, in violation of section
503(c)(1) of the act, is entitled to one-
half the criminal fine imposed and col-
lected for such violation, but not more
than $125,000.

(b) Procedure for making application
for a reward for providing information
leading to the institution of a criminal
proceeding against, and conviction of, a
person for the sale, purchase, or trade of
a drug sample. A person who provides
information leading to the institution
of a criminal proceeding against, and
conviction of, a person for the sale,
purchase, or trade of a drug sample, or
the offer to sell, purchase, or trade a
drug sample, in violation of section
503(c)(1) of the act, may apply for a re-
ward by making written application to:

(1) Director, Office of Compliance
(HFD-300), Center for Drug Evaluation
and Research, Food and Drug Adminis-
tration, 5600 Fishers Lane, Rockuville,
MD 20857; or

(2) Director, Office of Compliance and
Biologics Quality (HFM-600), Center for
Biologics Evaluation and Research,
Food and Drug Administration, 1401
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Rockville Pike, Rockville, MD 20852, as
appropriate.

[64 FR 67756, Dec. 3, 1999, as amended at 69
FR 48775, Aug. 11, 2004]

PART 205—GUIDELINES FOR STATE
LICENSING OF WHOLESALE PRE-
SCRIPTION DRUG DISTRIBUTORS

Sec.
205.1
205.2

Scope.

Purpose.

205.3 Definitions.

205.4 Wholesale drug distributor licensing
requirement.

205.5 Minimum required information for li-
censure.

205.6 Minimum qualifications.

205.7 Personnel.

205.8 Violations and penalties.

205.50 Minimum requirements for the stor-
age and handling of prescription drugs
and for the establishment and mainte-
nance of prescription drug distribution
records.

AUTHORITY: 21 U.S.C. 351, 352, 353, 371, 374.

SOURCE: 55 FR 38023, Sept. 14, 1990, unless
otherwise noted.

§205.1 Scope.

This part applies to any person, part-
nership, corporation, or business firm
in a State engaging in the wholesale
distribution of human prescription
drugs in interstate commerce.

§205.2 Purpose.

The purpose of this part is to imple-
ment the Prescription Drug Marketing
Act of 1987 by providing minimum
standards, terms, and conditions for
the licensing by State licensing au-
thorities of persons who engage in
wholesale distributions in interstate
commerce of prescription drugs.

§205.3 Definitions.

(a) Blood means whole blood collected
from a single donor and processed ei-
ther for transfusion or further manu-
facturing.

(b) Blood component means that part
of blood separated by physical or me-
chanical means.

(c) Drug sample means a unit of a pre-
scription drug that is not intended to
be sold and is intended to promote the
sale of the drug.



